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De% Mr. Tatum: 

On July 29 and August 1,2002, an investigator fkom the Food and Drug Administration (FDA), 
James P. Lewis, conducted an inspection of your seafbod repacking f&i&y located at Mums 
Harbor, North Carolina. During that inqcction, our inv&igator documented deviations fkom the 
Seafood HACCP regulations (21 CFR Part 123). These deviations cause your fksh, histamine- 
susceptible fkzh to be in violation of section 402(a)(4) of the Federal Food, Drug, and Cosmetic 
Act(theAct). You~~thisActandtha~~HACCPregulations,throu%blinksiaFDA’s 
home page at www.jZz.gov. 

The HACCP deviations of concern are as follows: 

1. You must have a HACCP plan that lists the critical limits that must be met, to comply 
with 21 CFR 123.6(c)(3). However, your &II’s HACCP plan &r fksh, hietamin+ 
susceptible fish lists a critical limit at the receiving critical control point (CCP) that is not 
adequate to control the histamine fomuttion hazard. Specifically, the critical limit at the 
receiving CCP should address the conditions (Lea addition of ice, ttmqemtm control 
used, time elapsed since capture) a&cting the fish while at the frarvtet vessel and while 
in transit to the processor’s facility. This critical limit should also spcci@ an acceptable 
temperature for the incoming fish, which if exceeded would trigga a wrrective action. 
In addition, the receiving CCP can include other checks, such as an organoloptic 
examination for decomposition that can serve to ensure the fish was not subject to 
temperature/time abuse while in the harvest vessel and/or in tmnsit, which could have 
resulted in histamine production. With regard to the critical limit at the “cooli@ 
(storage) CCP, FDA considers that a cooler tcmperatme of 45oP is not adequate to 
prevent histamine formation if the ice covering the fish has melted. Therefore, if your 
firm is going to rely solely on a cooler temperature as the critical limit, then it must be 



modified to 4OT or below. A copy of Chapter 7 of the Fish & Fisheries Products 
Hazards & Controls Guidance (Third Edition), titled “‘Scombrotoxin (J-Iistsmine) 
Formation” is enclosed for your information. It coutains guidance on how to improve 
your HACCP plan for histamine-susceptible fish. 

2. You must implement a record keeping system that documents the monitor@ of the 
critical control points, in order to comply with 21 CFR 123.6(b). However, there were no 

monitoring records available documenting any monitoring conducted by your fjrm wha 
receiving histamine-susceptible fish. In addition, your monitoring records for the 
‘cooling” (storage) CCP fail to document the adequacy of the ice covering histamine- 
susceptible fish. 

We may take further action if you do not promptly correct these violations. For instance, we may 
take further action to seize your product(s) an&or enjoin your b from operati.ug. 

Please respond in writing within three (3) weeks &om your receipt of this letter: Your response 
should outline the specific things you are doing to correct these deviations. You may wish to 
include in your response documentation such as copies of HACCP plans, and HACCP 
monitoring reeds, or other usefbl infibrmation that would assist us in ev&ating your 
comctions. If you cannot complete all correctious before you respoud, we expect that you will 
explain the reason for your delay and state when you will~correct any remaining dt?ViStiOIlS. 

This letter may not list all the deviations at your &iIity- You are responsible for ensuring that 
your processing plant operates in compliance with the Act, the Seafood HACCP regulations, and 
the Good Mau~&turing Practice regulations (21 CFR Part 110). You also have a responsibility 
to use procledurcs to prevent further violations of the Act and all applicable regulations. 

Please send your reply to Carlos A. Bonnin, Compliance Officer, U.S. Food and Drug 
Administration, 60 Eighth Street, NE., Atlanta, Georgia 30309. If you have questions regarding 
any issue in this letter, please contact Mr. Bonnin at 404-253-1277. 

2 


